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VAERS

Vaccine
Adverse
Event
Reporting
System

VAE% Vaccine Adverse Event Reporting System
www.vaers.hhs.gov
About VAERS Report an Adverse Event VAERS Data v Submit Follow-Up Information

Have you had a reaction following a vaccination?

1. Contact your healthcare provider.
2. Report an Adverse Event using the VAERS online form or the
downloadable PDF. New!

Important: If you are experiencing a medical emergency, seek
immediate assistance from a healthcare provider or call 9-1-1.
CDC and FDA do not provide individual medical treatment,
advice, or diagnosis. If you need individual medical or health care
advice, consult a qualified healthcare provider.

¢Ha tenido una reaccién después de recibir una vacuna?

1. Contacte a su proveedor de salud. ‘
2. Reporte un evento adverso utilizando el formulario de VAERS - | A e & » >
en linea en Espaiiol. Nuevo!

COVID-19 vaccine EUA reporting requirements for Providers

REPORT AN ADVERSE EVENT SEARCH VAERS DATA REVIEW RESOURCES SUBMIT FOLLOW-UP INFORMATION
Review reporting requirements and Download VAERS Data and search Find materials, publications, learning Upload additional information related
submit reports. the CDC WONDER database. tools, and other resources. to VAERS reports.

http://vaers.hhs.gov  Slides Courtesy of Dr. Tom Shimabukuro
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Two Ways to Submit an Online Report to VAERS

Option 1 - Report Online to VAERS
(Preferred)

Submit a VAERS report online. The report must
be completed online and submitted in one sitting
and cannot be saved and returned to at a later
time. Your information will be erased if you are
inactive for 20 minutes; you will receive a
warning after 15 minutes.

Option 2 - Report using a Writable PDF
Form

Complete the VAERS report offline if you do not
have time to complete it all at once. Return to
this page to upload the completed Writable PDF
form by clicking here.

If you need further assistance with reporting to VAERS, please email
info@VAERS.org or call 1-800-822-7967.

Download the Writable PDF Form to a computer.

Checklist

What will | need to fill out the

report?

Patient information (age, date of
birth, sex)

Vaccine information (brand name,
dosage)

Date, time, and location
administered

Date and time when adverse
event(s) started

Symptoms and outcome of the
adverse event(s)

Medical tests and laboratory
results (if applicable)

Physician’s contact information (if
applicable)

Full checklist
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Vaccine Safety Datalink (VSD)




Vaccine Safety Datalink (VSD)
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o Cohort, case-control, self-control case series, etc.
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Distributed Data Model (DDM)

SAS programs,
logs, output,
and analytical
data sets
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Risk of Intussusception after
Monovalent Rotavirus Vaccination

Eric S. Weintraub, M.P.H., James Baggs, Ph.D., Jonathan Duffy, M.D., M.P.H.,

Claudia Vellozzi, M.D., M.P.H., Edward A. Belongia, M.D.,

Stephanie Irving, M.H.S., Nicola P. Klein, M.D., Ph.D., Jason M. Glanz, Ph.D.,

Steven J. Jacobsen, M.D., Ph.D., Allison Naleway, Ph.D.,
Lisa A. Jackson, M.D., M.P.H., and Frank DeStefano, M.D., M.P.H.
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Table 1. Risk of Intussusception within 7 Days after Monovalent Rotavirus Vaccination, as Compared with the Historical
Background Rate in the Vaccine Safety Datalink, April 2008 to March 2013.

No. of Cases

Dose No. of Doses of Intussusception
Observed
All doses 207,955 6
Dose 1 115,908 2
Dose 2 92,047 4

0.72
0.23
0.49

Relative Log-Likelihood

Risk:
Expected

8.38
8.82
8.17

' Ratio Critical Value
7.4688 2.565
NRi 2.151
4.8922 2.151

Weintraub ES, et al. N Engl J Med. 2014 Feb 6:370(6):513-9.
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Dynamic Data Files (DDF)
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VSD Rapid Cycle Analysis (RCA)
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Preliminary results of the VSD unvaccinated concurrent comparator analysis for COVID-19

vaccine safety after either dose of any mRNA vaccine as of February 13, 2021
» 77 F iiEE: & IFIRIEE

Adjusted
expected events

Concurrent

Risk Events in
comparator

interval vaccinated

VSD Rapid Cycle Analysis prespecified

outcomes for COVID-19 vaccines

analysis in risk interval
Acute disseminated encephalomyelitis Unvaccinated | 1-21 days 0 0 % J:I:$§C [_/ T % &5 A—E &5 b *L
Acute myocardial infarction Unvaccinated | 1-21 days 23 26.0 —
Acute respiratory distress syndrome Unvaccinated N/A 0 N/A 7L = % F;'g [_/ T %}L _% E/]
Anaphyl.afu? Unvacc!nated 0-1 days 20 N/A E 7_ I) X 7 7{)\\ 2% % 75\ 72 -:E
Appendicitis Unvaccinated | 1-21 days 31 23.6 /1_,\ o
IBell’s palsy Unvaccinated | 1-21 days 21 20.3 —
Convulsions/seizures Unvaccinated | 1-21 days 10 9.6 & I) / 7 (2 H 13 H i -t\\ O)
IDisseminated intravascular coagulation Unvaccinated | 1-21 days 1 1.1 _\\ Q >
|Encepha|itis/mye|itis/encephalomyelitis Unvaccinated | 1-21 days 1 A
Guillain-Barré syndrome Unvaccinated | 1-21 days 1 .6 < \ I
Thrombotic thrombocytopenic purpura Unvaccinated | 1-21 days 0 0 3'5?& 7]‘% %$ (,j— 6 ) X 7 :/H\:H
Immune thrombocytopenia Unvaccinated | 1-21 days 1 1 R DL
IKawasaki disease Unvaccinated | 1-21 days 0 0 FEﬁ W O) % 700 /r / '\ ﬂ'ﬁ Li -/EIE
IIVIIS—C and MIS-A Unvaccinated N/A 0 N/A i 1EA 7(. - N ~S[E %&
|Myocarditis/pericarditis Unvaccinated | 1-21 days 2 2.1 l—lT—l\ J Aﬁé H~ t T EIJ;_I JE o
Narcolepsy and cataplexy Unvaccinated N/A 2 N/A —J— )E yi \j;ﬁ %
Stroke, hemorrhagic Unvaccinated | 1-21 days 8 10 / |7 / / ™ / . L A T
Stroke, ischemic Unvaccinated | 1-21 days 11 38.8 % ﬁ 7|§ﬁ L/ l|:|:ll
Transverse myelitis Unvaccinated | 1-21 days 0 0 Rate rat 10 tl: T
Venous thromboembolism Unvaccinated | 1-21 days 26 26.3
|Pulmonary embolism (subset of VTE) Unvaccinated | 1-21 days 20 21.0 25

ACIP meeting, March 1, 2021
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* New England Journal of Medicine

* Journal of American Medical Assoc. .
* Pediatric Infectious Diseases Journal .
e Pediatrics .

e Archives of Pediatric & Adolesc. Med. .

* Lancet
* Neurology

* Archives of Neurology

* Archives of Family Medicine

* Journal of Pediatrics

* Annals of Internal Medicine

* Pharmacoepidemiology & Drug Safety .

* (Clinical Infectious Diseases
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Vaccine

Expert Review of Vaccines

Drug Safety

Annals of Allergy, Asthma & Immunology
Journal of Allergy & Clinical Immunology
American Journal of Epidemiology
Epidemiology

Journal of Clinical Epidemiology
Epidemiology and Infection

American Journal of Public Health

World Health Organization Bulletin
MMWR

Biometrics
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